


























care for millions of patients—including the 1.3 million nursing home residents who live in
facilities that are primarily funded by Medicaid.*

You have also proposed to end Medicare as we know it, replacing the program’s
traditional, guaranteed benefit with a private voucher program that would leave seniors on their
own to purchase insurance and raise the eligibility age to 67.° The Congressional Budget Office
(“CBO”) estimates that raising the Medicare eligibility age to 67 would increase the number of
uninsured by 300,000 people by 2026.%! Privatizing Medicare would raise out-of-pocket costs
for beneficiaries and severely weaken the traditional Medicare system; according to CBO,
voucherizing Medicare could increase out-of-pocket costs by 11%.%

Your views on Medicare and Medicaid stand in sharp contrast to the promises of the
President-elect, who has asserted that “I’m not going to cut Medicare or Medicaid.”>* If
confirmed as HHS Secretary, you will be responsible for managing Medicare and Medicaid —
programs that you have consistently sought to weaken, cut, and privatize.

1. How will you reconcile your goals of privatizing and cutting Medicare and Medicaid
with the President-elect’s commitment to preserving these programs?

2. Privatizing Medicare through a voucher system will transfer costs from the federal
government to seniors, forcing them to pay more in out-of-pocket costs.’® The vast
majority of Medicare benefits are mandated by law and cannot be changed
administratively. But the Center for Medicare and Medicaid Innovation (“CMMI”), a
research center under the Centers for Medicare and Medicaid Services (“CMS”) has
authority to test different approaches of paying for Medicare and Medicaid coverage.
Can you reassure Americans that, as HHS Secretary, you will not use your administrative
authorities under CMMI or any other HHS program to enact policies that increase out-of-
pocket costs for seniors or move towards privatizing Medicare?

http://www.cbpp.org/research/health/medicaid-block-grant-would-slash-federal-funding-shift-costs-to-states-and-
Ieave).

49 Charlene Harrington, Helen Carrillo, Kaiser Family Foundation, “Nursing facilities, staffing, residents, and
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14.pdf).
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(September 2013) (online at http://www.cbo.gov/sites/default/files/cbofiles/attachments/09-18-
PremiumSupport.pdf).
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3. The Medicaid program covers over 70 million low-income Americans, including 6
million low-income elderly Americans, 40% of all children, 49% of pregnant women,
and 30% of all non-elderly, disabled adults.>® Experts agree that your plan to replace
Medicaid with lump-sum, no-strings-attached block grants to the states would reduce
state budgets by $1 trillion over ten years, severely limiting states’ ability to provide care
to low-income populations. Can you reassure Americans that, as HHS Secretary, you
will not use your administrative authority under CMMI or any other HHS program to
enact policies that result in reduced benefits or eligibility for Medicaid beneficiaries or
increase their out-of-pocket costs?

4. Inthe Medicare Part B program, spending on prescription drugs increased by an average
annual rate of 7.7 percent between 2005 and 2014, with just 20 drugs accounting for 57
percent of the costs.’® In March 2016, CMMI proposed a Medicare Part B drug payment
demonstration that aimed to transition Medicare from a volume-based system to one that
reimburses based on health care quality and innovation.’” You have opposed the Part B
demonstration. In November 2016, CMS stated that it would not be finalizing
rulemaking for the Demonstration during the Obama Administration.>®

a. Are you committed to continuing to test innovative solutions to lower drug prices
for Medicare Part B, as well as other aspects of the Medicare program?

b. What specific efforts will you pursue to ensure that the Medicare Part B drug
payment program ensures access to necessary medications, builds on existing
payment reform models, enhances private sector payment innovations, and
promotes value?

c. Do you agree with President-elect Trump’s support for allowing the government
to negotiate for lower Medicare drug prices?

5. Tam a strong supporter of the use of unique device identifiers (“UDIs”) for medical
devices and their inclusion in Medicare claims. The use of these device identifiers would

%5 Kaiser Family Foundation, “Medicaid Pocket Primer” (January 3, 2017) (online at http:/kff.org/medicaid/fact-
sheet/medicaid-pocket-primer/); Julia Paradise, Barbara Lyons, and Diane Rowland, “Medicaid at 50: People with
Disabilities,” Kaiser Family Foundation (May 6, 2015) (online at http://kff . org/report-section/medicaid-at-50-
people-with-disabilities/); Center on Budget and Policy Priorities, “Policy Basics: Introduction to Medicaid”
(August 16, 2016) (online at http:// www.cbpp.org/research/health/policy-basics-introduction-to-medicaid).

%6 U.S. Department of Health and Human Services, Office of the Assistant Secretary for Planning and Evaluation,
“Issue Brief: Medicare Part B drugs: Pricing and incentives” (March 8, 2016) (online at
https://aspe.hhs.gov/sites/default/files/pdf/18758 1/PartBDrug.pdf).

3781 FR 13229, “Medicare program; Part B drug payment model” (March 11, 2016) (online at
htips://www.federalregister.gov/articles/2016/03/11/2016-05459/medicare-program-part-b-drug-payment-model).
%8 Zachary Brennan, Regulatory Affairs Professional Society, “CMS drops Medicare Part B drug payment pilot”
(Dec. 16, 2016) (online at http://raps.org/Regulatory-Focus/News/2016/12/16/26388/CMS-Drops-Medicare-Part-B-
Drug-Payment-Pilot/)
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improve safety (allowing regulators to identify and recall faulty or dangerous devices
more rapidly) and cut costs for Medicare.>

a. The American Academy of Orthopedic Surgeons (“AAOS”), of which you are a
member,® has stated that UDIs “will significantly enhance post-market
surveillance activities” by providing a standard and unambiguous way to
document device use in electronic health records, clinical information systems,
claims data sources, and registries.”® As an orthopedic surgeon, do you agree
with the AAOS that including device identifier information would be beneficial
for patients and for the medical system?

b. If confirmed Secretary, will you continue to advance the process of adding device
identifiers to claims?

6. In 2014, approximately 1.35 million residents lived in over 15,400 nursing homes across
the country. This care is enormously expensive, costing upwards of $40,000 per year.
Medicare and Medicaid pay for the vast majority of this care, providing the foundation
for safe, high-quality and affordable skilled nursing facility (“SNF”) care for seniors and
disabled people, and protecting many middle class families from the burden of these high
costs.®? The HHS Secretary is responsible for ensuring that the nation’s most vulnerable
populations have access to safe, high-quality care in these facilities.

a. If confirmed Secretary, will you commit to ensuring that Medicare and Medicaid
continue to provide federal support to SNFs so that members of our elderly and
disabled communities are well taken care of? What specific steps will you take to
protect the families whose loved ones reside in SNFs from financial hardship?

b. The Centers for Medicare and Medicaid Services recently issued a final rule
updating requirements for SNFs to receive federal support, which included a
prohibition on the use of forced arbitration clauses as a requirement for
admission.®* This rule was recently challenged in court by the American Health

3 Department of Health and Human Services Office of Inspector General, Early Alert: Incorporating Medical
Device-Specific Information on Claim Forms (September 30, 2016) (online at
https://oig.hhs.gov/oas/reports/regionl/11600510.pdf).
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Price” (November 29, 2016) (online at hitp.//newsroom.aaos.org/media-resources/Press-releases/aaos-statement-on-
nomination-of-orthopaedic-surgeon-tom-price.htm).

1 American Academy of Orthopedic Surgeons letter to Acting FDA Commissioner Stephen Ostroff (Oct. 26, 2015)
(online

athttp://www.aaos.org/uploadedFiles/PreProduction/Advocacy/Federal/FDA/AAOS FDA%20Comment%20Letter
%200n%20MDEpiNet%20Report FINAL%20%20.pdf).

62 Charlene Harrington, Helen Carrillo, Kaiser Family Foundation, “Nursing facilities, staffing, residents, and
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81 FR 68688 (Oct. 4, 2016) (online at https://www.federalregister.gov/documents/2016/10/04/2016-
23503/medicare-and-medicaid-programs-reform-of-requirements-for-long-term-care-facilities). Note: This rule was
recently challenged by the American Health Care Association. On Nov. 7, 2016, the U.S. District Court for the
Northern District of Mississippi granted a preliminary injunction. (The rule was supposed to be effective Nov. 28,
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Care Association. Would you recommend to the Department of Justice that the
administration defend this aspect of the rule? Will you commit to implementing
the remainder of this rule as written, without delay?

c. Will you take any action to reduce the frequency of required nursing home
inspections or penalties for nursing homes that fail to meet required standards?

HEALTH CARE FOR WOMEN

Throughout your time in the House of Representatives, you exhibited an indifference to
women’s health care needs. Your legislative record is littered with attempts to limit women’s
access to legal abortion and reduce funding for sexually transmitted infection (“STI” testing and
contraceptive services. As HHS Secretary, however, you would be responsible for
“enhance[ing] and protect[ing] the health and well-being of all Americans”—including women.
This would require administering a variety of programs, including reproductive health services.
If you are unable or unwilling to administer these programs, you are not qualified to be the HHS
Secretary.

1. Prior to the full implementation of the ACA, one in five women reported that they “put
off or postponed preventive services” due to cost.®* Section 2713 of the Affordable Care
Act requires qualified health plans to cover “preventive services” for women as an
“essential health benefit” with no cost-sharing. The Secretary of HHS has the authority
to define these preventive services for women, based on the evidence-based
recommendations of the Health Resources and Services Administration (“HRSA”).
Under current law, women are entitled to free STI & HIV counseling and screening,
contraception, breast and cervical cancer screenings, and breastfeeding counseling,
among other services. On December 20, 2016, HRSA updated its list of recommended
preventive services for women to include mammography coverage.

a. As Secretary of HHS, would you continue to define “preventive services” for
women to include contraception and STI counseling and screening?

b. As Secretary of HHS, would you continue to define “preventive services” for
women to include breast cancer, cervical cancer, and colorectal cancer counseling
and screening?

c. As Secretary of HHS, would you continue to define “preventive services” to
include breastfeeding counseling, consultations, and equipment rental?

2016) (November 8, 2016) (online at http://khn.org/morning-breakout/federal-judge-blocks-administrations-new-
rule-that-allows-residents-to-sue-nursing-homes/).

64 Kaiser Family Foundation, “Preventive Services for Women Covered by Private Health Plans under the
Affordable Care Act” (December 20, 2016) (online at http://files.kff.org/attachment/Fact-Sheet-Preventive-Services-
for-Women-Covered-by-Private-Health-Plans-under-the-Affordable-Care-Act).
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d. If you answered “no” to any of the above questions, how would you ensure that
women have access to affordable preventive care services?

e. If HRSA adds any additional recommendations for preventive services, will you
commit to add these services to the list of "essential health benefits"?

2. The Title X Family Planning Program, established in 1970 with bipartisan support, funds
basic reproductive health services—including cancer screenings, STI testing, and birth
control—to over 4 million low-income Americans. HHS administers the Title X program
through the Office of Population Affairs (“OPA”) and HRSA.% In spite of the critical
services provided by Title X, you and your Republican colleagues have consistently
voted to defund the program and limit the types of clinics that can receive Title X
funds.®® To preserve access to care for millions of low-income Americans, HHS
finalized its rulemaking on Compliance With Title X Requirements by Project Recipients
in Selecting Subrecipients in December 2016. The rule clarifies that Title X recipients
cannot be barred from receiving funds “on bases unrelated to their ability to provide Title
X services effectively.” The rule goes into effect on January 18, 2017.57

a. Will you commit, as HHS Secretary, to implement this new rule without change
and without delay to ensure that low-income Americans can access cancer
screenings, STI testing, and birth control through Title X?

b. As HHS Secretary, would you commit to the goal of improving access to cancer
screenings, STI testing, and birth control?

3. Section 2038 of the 21%* Century Cures Act (Public Law 114-255) requires the National
Institutes of Health (NIH) to “improve research related to minority populations,” “update
guidelines for the inclusion of women in clinical research,” and gather data on the
inclusion of women and minorities in the study populations of federally-funded clinical
research.®®

a. Please provide a set of specific steps that HHS would take under your leadership
to support NIH’s requirement to update guidelines for the inclusion of women in
clinical research.

85 National Family Planning & Reproductive Health Association, “Title X: An Introduction to the Nation’s Family
Planning Program” (February 2016) (online at http://www.nationalfamilyplanning.org/file/documents---fact-
sheets/Title-X-101-Updated.pdf).

% See, for example, H.R. 1 (February 19, 2011) (online at

http://projects.washingtonpost.com/congress/1 12/house/1/votes/147/).

67 Health and Human Services Department, Compliance With Title X Requirements by Project Recipients in
Selecting Subrecipients (December 19, 2016) (online at
https://www.federalregister.gov/documents/2016/12/19/2016-30276/compliance-with-title-x-requirements-by-
project-recipients-in-selecting-subrecipients).

88 House Energy and Commerce Committee, “The 215 Century Cures Act (2016): Section-by-Section Summary”
(online at https://energycommerce.house.gov/cures).
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b. Please provide a set of specific steps that HHS would take under your leadership
to meet NIH’s requirements to improve research related to minority populations.

c. Please provide a set of specific steps that HHS would take under your leadership
to support NIH’s requirements to gather data on the inclusion of women and
minorities in the study populations of federally-funded clinical research.

HEALTH CARE FOR THE LGBTQ COMMUNITY

While serving in the House of Representatives, you have also exhibited a disdain for the
LGBTQ community. In addition to your efforts to ban same-sex marriage, you are a co-sponsor
of the First Amendment Defense Act, which, if passed, would permit health care providers to
discriminate against patients that identify as LGBTQ.* Again, as HHS Secretary, you would be
responsible for “enhance[ing] and protect[ing] the health and well-being of all Americans”—
including the LGBTQ community. If you are unable or unwilling to protect the health of
LGBTQ Americans, you should withdraw your name from consideration as HHS Secretary.

1. You are a co-sponsor of the First Amendment Defense Act, which would permit health
care providers to discriminate against patients that identify as LGBTQ.”

a. Do you believe that health care providers should be allowed to refuse care to an
LGBTQ-identified individual?

b. What steps would you take as HHS Secretary to ensure that LGBTQ-individuals
have the same access to health care as non-LGBTQ-identified individuals?

2. Ensuring a safe and adequate blood supply is a critical aspect of our public health system.
The FDA develops blood donation policy for the nation’s blood banks — a task that is
even more important as we respond to emerging diseases such as the Zika virus that
threaten the safety of our blood supply. Ensuring that blood donation policies are
founded in science and that the FDA utilizes risk-based deferral criteria is a key aspect of
ensuring the safety and reliability of our blood supply.

a. As Secretary of HHS, how would you support the FDA’s efforts to move to a
risk-based referral policy for all blood donors?

b. What other steps will you take as HHS Secretary to ensure that our nation has a
steady, safe supply of blood for patients who need it?

8 Jeff Taylor, “Donald Trump pledges to sign anti-LGBTQ ‘First Amendment Defense Act,”” LGBTQ Nation
{September 26, 2016) (online at http://www.lgbtgnation.com/2016/09/donald-trump-pledges-sign-anti-lgbtq-first-
amendment-defense-act/); See H.R. 2802—First Amendment Defense Act (online at
https://www.congress.gov/bill/114th-congress/house-bill/2802/cosponsors).

70 Jeff Taylor, “Donald Trump pledges to sign anti-LGBTQ ‘First Amendment Defense Act,”” LGBTQ Nation
(September 26, 2016) (online at http://www.lgbtgnation.com/2016/09/donald-trump-pledges-sign-anti-lgbtg-first-
amendment-defense-act/); See H.R. 2802—First Amendment Defense Act (online at
https://www.congress.gov/bill/1 14th-congress/house-bill/2802/cosponsors).
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THE IMPORTANCE OF SCIENCE IN HEALTH POLICY

In one of your first speeches on the floor of the House of Representatives, you
vehemently advocated for the importance of science in policymaking. “[A]s a physician,” you
stated, “I’m certain of one thing: Science is not Republican or Democrat, science is not
conservative or liberal. Science is science. Decisions in science should be based on the
scientific method—a standardized method of evaluation and implementation of a solution or
treatment of a disease.”’! Your commitment to science is important, given the essential role of
scientific, evidence-based policies at the Department of Health and Human Services.

However, you are also a member of the Association of American Physicians and
Surgeons (“AAPS”), a “fringe” medical association that promotes pseudoscientific, inaccurate
conspiracy theories. AAPS, for asserts that physicians who participate in Medicare and
Medicaid as “immoral” and “evil”;”* describes electronic medical records as “Big Brother
medical databases,””* and portrays enhancements in electronic medical records as a form of “data
control.”7

1. According to AAPS, tax hikes on tobacco products are harmful to public health.”> The
views of AAPS are consistent with those of Vice-President-elect Mike Pence, who stated
in 2000 that “[d]espite the hysteria from the political class and the media, smoking
doesn’t kill.””® Do you agree with AAPS that tax hikes on tobacco products are harmful
to public health? Do you agree with Vice-President-elect Pence that smoking “doesn’t
kill”?

2. AAPS promotes scientifically inaccurate claims about vaccinations. The organization
opposes mandatory vaccinations as a requirement for entry in public schools, and has
linked vaccinations to autism and shaken baby syndrome.”’ The views of AAPS are
consistent with those of President-elect Trump, who has used his Twitter account to argue
that “something must be done immediately” about the “big increase in autism” caused by
vaccines.”® Do you agree with President-elect Trump and AAPS that vaccinations are

1 hitps://www.congress.gov/crec/2005/05/24/CREC-2005-05-24-pt1-PgH3 809 pdf

72 Stephanie Mencimer, “The Tea Party’s Favorite Doctors,” Mother Jones (November 18, 2009) (online at
http://www.motherjones.com/politics/2009/1 1 /tea-party-doctors-american-association-physicians-surgeons).

7 Association of American Physicians and Surgeons, “President’s Page: What Is Our Mission?” (October 12, 2016)
(online at http://aapsonline.org/presidents-page-what-is-our-mission/).

74 Jane M. Orient, M.D., Executive Director of the Association of American Physicians and Surgeons, “Statement of
the Association of the Association of American Physicians and Surgeons on Computer-Based Patient Records”
(December 8, 1998) (online at http://www.aapsonline.org/confiden/ncvhs.htm).

75 Jesse Singal, “Tom Price Belongs to a Really Scary Medical Organization That Promotes Anti-Vaccine Hysteria,”
New York Magazine (December 1, 2016) (online at http://nymag.com/scienceofus/2016/12/tom-price-belongs-to-a-
really-scary-medical-organization.html).

76 Erin Schumaker, “Remember When Mike Pence Said Smoking Doesn’t Kill?” Huffington Post (October 28,
2016) (online at hitp://www.huffingtonpost.com/entry/mike-pence-said-smoking-doesnt-

kill us 58121434e4b064e1b4b0bf93).

7 “HHS nominee Tom Price and a radical right-wing physician organization,” DailyKos (November 30, 2016)
(online at http://www.dailvkos.com/story/2016/11/30/1605701/-HHS-nominee-Tom-Price-and-a-radical-right-wing-
physician-organization).

78 See the Twitter Feed of President-elect Donald Trump (@realDonald Trump).
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linked to autism or shaken baby syndrome, or do you agree with the scientific consensus
that vaccines are safe and effective? 7

3. AAPS has described electronic medical records as “Big Brother medical databases” that
are a form of “data control.”®® Do you agree with this assessment?

4. AAPS has promoted the false claim that abortions increase the risk of breast cancer—a
claim that the National Cancer Institute (“NCI”), the American Cancer Society (“ACS”),
and the American College of Obstetricians and Gynecologists (“ACOG”) dispute.?! Do
you agree with the NCI, the ACS, and the ACOG that abortions do not cause breast
cancer?

HALTING THE OPIOID EPIDEMIC

The opioid epidemic is a public health crisis, and addressing it must be a top priority for
Congress and the Administration. The federal government must do more to work with state and
local governments, including public health officials, law enforcement, and community leaders to
implement comprehensive strategies for prevention, treatment, and recovery and to reduce the
stigma for Americans dealing with substance abuse disorder. HHS plays a critical role in this
work and as Secretary you must be prepared to build on the work of the previous Administration,
support Congressional and state efforts, and take an evidence-based, collaborative approach to
public health policy.

1. The National Institute on Drug Abuse has estimated that over 70% of adults who
misuse prescription opioids receive their drugs from friends and relative. ¥ The
Comprehensive Addiction and Recovery Act, passed in July 2016, empowers patients
to talk to their physicians and pharmacists about partially filling their prescription
medications in order to reduce the amount of unused opioids available for misuse.®?

a. How will you work with states, physicians, pharmacists, and patient groups to
increase awareness about partial fill policies?

b. What metrics will you use to measure success?

c. What other approaches do you think HHS can take to reduce the amount of
unused prescription opioids in circulation?

7 Centers for Disease Control and Prevention, “Vaccines Do Not Cause Autism” (online at
https://www.cde.gov/vaccinesafety/concerns/autism.htmi).

8¢ Stephanie Mencimer, “The Tea Party’s Favorite Doctors,” Mother Jones (November 18, 2009) (online at
http://www.motheriones.com/politics/2009/1 1 /tea-party-doctors-american-association-physicians-surgeons).

81 Ibid.

82 National Institute on Drug Abuse, Popping Pills: A Drug Buse Epidemic (online at
https://www.drugabuse.gov/sites/default/files/poppingpills-nida.pdf).

83 See S. 524: Comprehensive Addiction and Recovery Act of 2016 (online at https:/www.congress.gov/bill/1 14th-
congress/senate-bill/524/text).
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2. The overprescribing of prescription painkillers is a major driver of the opioid
epidemic. CMS reported that generic Vicodin was prescribed to more Medicare
beneficiaries than any other drug in 2013.3* What will you do to work with other
federal and state agencies and the physician community to halt this alarming trend?

3. Medical marijuana has the potential to mitigate the effects of the opioid crisis. A
2014 JAMA Internal Medicine study, for example, found that the fatal opioid
overdose rate was 25% lower in states that allow for the use of medical marijuana
than in states that do not.%

a. As HHS Secretary, what would you do to further study this potential
alternative?

b. Are you committed to implementing evidence-based policies regarding its
use?

4. The increased illegal sale of fentanyl, a synthetic opioid, has also contributed to the
opioid crisis — particularly in Massachusetts. A November 2016 study by the
Massachusetts Department of Public Health found that 74% of individuals in opioid-
related fatalities tested positive for fentanyl.

a. How will you address the illegal sale of fentanyl?

b. What other federal, state, and local agencies do you plan on working with to
improve surveillance of fentanyl abuse?

c. How will you support the work of states dealing with high rates of opioid
overdoses due to illicitly produced fentanyl?

5. As HHS Secretary, would you commit to proposing budgets that take full advantage
of funding streams to combat the opioid epidemic authorized in the 21%* Century
Cures Act? What criteria will you use for distributing these funds among states?®’

84 Centers for Medicare & Medicaid Services, “CMS releases prescriber-level Medicare data for first time” (April
30, 2016) (online at https://www.cms.gov/Newsroom/MediaReleaseDatabase/Fact-sheets/20 1 5-Fact-sheets-
items/20135-04-30.html).

8 Marcus A. Bachhuber, Brendan Saloner, Chinazo Cunningham et al., “Medical Cannabis Laws and Opioid
Analgesic Overdose Mortality in the United States, 1999-2010,” Journal of the American Medical Association
{October 2014) (online at http://ijamanetwork.com/journals/jamainternalmedicine/fullarticle/1898878).

8 Massachusetts Department of Public Health, “Data Brief: Opioid-related Overdose Deaths Among Massachusetts
Residents” (November 2016) (online at http://www.mass.gov/eohhs/docs/dph/stop-addiction/current-statistics/data-
brief-overdose-deaths-nov-2016-ma-residents.pdf).

8 H.R. 34, “21% Century Cures Act” (https://www.congress.gov/bill/] 14th-congress/house-bill/34/text). Accessed
Jan. 8, 2017.
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INCREASED FUNDING FOR BIOMEDICAL RESEARCH

The National Institutes of Health (NIH) and the Food and Drug Administration (FDA)
are critical to the next generation of biomedical innovation. These agencies need predictable,
robust funding in order to conduct the research, development, and review of tomorrow’s new
discoveries and medical breakthroughs. The state of Massachusetts relies on NIH funding to
continue to pioneer scientific innovations: in FY2015 alone, the 172 NIH-funded institutions in
the state received a total of 4,914 NIH grants.®

The HHS Secretary is responsible for developing policy proposals and budgets that will
provide support for current and future biomedical scientists, scientific innovations, and
breakthroughs. However, your record on sustained support for scientific research is
inconsistent.® You have expressed your support for “provid[ing] much greater resources in the
National Science Foundation and the NIH and the CDC and others that ultimately work and
derive huge benefit to our entire society and, in fact, to the world,” but you have also pushed
overall federal spending cuts and opposed expanding the NIH budget.”!

The 21% Century Cures Act provided funding to support several scientific initiatives
launched by the Obama Administration: the Brain Research through Advancing Innovative
Neurotechnologies (BRAIN) Initiative, the Precision Medicine Initiative (PMI), and the Beau
Biden Cancer Moonshot. However, as former Deputy Director of Science, Outreach and Policy
Kathy Hudson and Director Francis Collins of the NIH noted, “Congress has made it clear that
these focused investments are not intended as a substitute or offset for providing NIH research
through the regular appropriations process.”™? The same is true for the additional funding
provided to the FDA through the 21% Century Cures Act.

1. As HHS Secretary, would you commit to proposing NIH and FDA budgets that provide
meaningful and sustainable funding for biomedical research?

8 Federation of American Societies for Experimental Biology, “Massachusetts: National Institutes of Health State
Funding Facts for FY2015” (online at
http://www.faseb.org/viewer.aspx?id=209&nocache=636039102394518203&Name=Value-of-NIH-Funding-in-
Massachusetts.pdf).

% See, for example, Sara Reardon, Nature, “Trump's pick for US health secretary has pushed to cut science
spending” (Nov. 29, 2016) (online at http://www.nature.com/news/trump-s-pick-for-us-health-secretary-has-pushed-
to-cut-science-spending-1.21066).

%0 Congressional Record, 110% Congress, 1% Session, Issue: Vol. 153, No. 71 — Daily Edition (May 2, 2007)
(https://www.congress.gov/congressional-record/2007/5/2/house-section/article/h4380-
129=%7B%22search%22%3A%S5B%22N1H%22%5D%7D&1=7). Accessed Jan. 8, 2017.

%1 Office of the Clerk of the U.S. House of Representatives, Final vote results for roll call 433 (114% Congress, 2™
session) (July 10, 2015) (http://clerk.house.gov/evs/2015/rol1433 xmi); U.S. House of Representatives Committee on
the Budget, “Price statement on 21st Century Cures Act” (July 10, 2015)
(http://budget.house.gov/news/documentsingle.aspx?DocumentlD=393978). Accessed Jan. 8, 2017.

°2 Kathy L. Hudson and Francis S. Collins, “The 21% Century Cures Act — A View from the NIH,” The New England
Journal of Medicine (December 13, 2016) (online at: http:/www.neim.org/doi/full/10.1056/NEJMp1615745).
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2. As HHS Secretary, would you commit to proposing budgets that take full advantage of
funding streams authorized in the 21 Century Cures Act?%?

3. As HHS Secretary, would you commit to providing the Director of the NIH, as well as all
the other institute directors and the FDA Commissioner, with the tools, infrastructure,
and other support necessary to carry out their agencies’ missions?

CONCLUSION

The HHS Secretary is responsible for programs that provide high quality, accessible, and
affordable health care to millions of Americans. The Department sets basic standards for health
care coverage under the Affordable Care Act, pays for billions of dollars-worth of medical
procedures and pharmaceuticals via the Medicare and Medicaid programs, enforces regulations
covering everything from food, drug, and medical device safety to nursing home quality, runs the
nation's premier medical research institutions, and is responsible for day-to-day public health
promotion and for responding to urgent health care emergencies in the U.S. and abroad.

It is critical that the HHS Secretary understand the importance of these programs and
implement and enforce them effectively and efficiently, without ideological or partisan bias. I
look forward to your confirmation hearing, and to receiving the answers to my questions so that I
can fully evaluate your qualifications and preparedness.

Sincerely,

Elizabkth Warren
United States Senator

% H.R. 34, “21% Century Cures Act” (online at https://www.congress.gov/bill/114th-congress/house-bill/34/text).
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